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Remarks 

Claims 1-4, 9t16, 18-19, 26 and 27 were pending in the subject application. By this 
Amendment, the applicant has amended claim 1 and cancelled claim 26. In addition, the applicant 
has amended the specification and Figure 1 to include reference numbers to specific aspects of the 
safety feature. No new matter has been added by these amendments. Support forihe amendments to 
the claims can be found throughout the subject application includmg, for example, at page 14. 
Accordingly, claims 1-4, 9-16, 18-19, and 27 are cturently before the Examiner for consideration. 
Favorable consideration is respectfully requested. 

As an initial matter, the applicant wishes to thank Examiner Koharski for die courtesy 
extended to the undersigned during the telephonic Interviews conducted on August 22 and 30, 2007. 
This response and tlie amendments set forth herein ai-e submitted in accordance with the substance of 
tliose interviews, and constitute a sunmiary thereof. Specifically, as agreed upon during the 
interviews, the applicant has amended claim 1 to clarify the safety feature, which comprises tlie 
spring, button, lock, and stop for preventing inadvertent needle sticks. Tlie applicant respectfully 
submits that the claims as now presented define an invention that was not previously known in the 
art. Accordingly, favorable consideration of the claims now presented is earnestly solicited. 

Claims 1 , 2, 4, 24 and 25 have been rejected imder 35 U.S.C. §103(a) as being unpatentable 
over Halseth et al (U.S. Patent No, 6,398,743) in view of Balbierz et ah (U.S. Patent No. 
5,964,744). The applicant respectfully traverses this rejection because the cited references, alone or 
in combination, do not disclose or suggest the unique and advantageous devices as currently 
presented herein. 

The device of the subject invention is specifically designed for the user's safety in mind. 
This is provided by a unique safety feature, which allows a catheter to function both as means for 
transmitting fluids but also as a needle guard following the initial stick by the needle into the patient. 
Specifically, the safety feature includes a spring that is connected to a needle and a button, which 
comprises a lock and stop that manually control the position of the needle and the catheter itself, 
which serves as the needle guard .when the needle is retracted. 

The Halseth et aL reference describes a medical device for inserting a guide wire. The 
Halseth device includes a large bore needle through which a guide wire is inserted vascularly. The 
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Halseth device further includes a needle hub integrally fortned wn tb a needle retainer that includes a 
button (see col. 3, lines 39-43), 'The button 43 is configured. . -to releasably engage the needle hub 
with the barrel" (col. 3, lines 43-45). There is no description whatsoever by Halseth et ai regarding 
a button the would control the actual position of the needle; rather, Halseth et al. describe the use of 
the button to prevent the needle from retracting further into the barrel (see col. 4, Imes 48-59). 
Further, the Halseth device includes a sheath that surrounds the needle to prevent needle sticks, 
where the needle provides support for the shield to prevent the shield from collapsing or buckling 
radially in response to external forces, such as forces in the body (see col. 5, lines 39-42). As 
described by Halseth et aL, the shield is fonned of Teflon (see col. 6, lines 5-6). There is no 
description by Halseth regarding the use of a catheter as both a shield and for use in transmitting 
fluids, including blood. In fact, since the needle is necessary to ensure tlie sliield does not collapse or 
buckle, the skilled artisan would readily acknowledge that the Halseth shield could not ftinction as a 
catheter for transmitting fluids. In fact, tlie Halseth device is not designed to transmit fluids, but only 
to facilitate introduction of guidewires for use in inserting other medical devices, such as larger bore 
needles and catheters that are capable of transmitting fluids. 

Balbierz et al merely teaches stents composed of shape memory materials; there is no 
teaching by Balbieiz et al. of a catheter/needle system that includes configurations as claimed (for 
example, claim 1 currently recites catheter coniigiurations including a bolus» helical spiral, pig tail> 
teiuus racquet, halo, musluroom, and sinusoidal wave). Further, there is no description whatsoever 
by Balbierz et al regarding a safety featxure that comprises a button for manually controlling the 
position of a needle and a catlieter that forms a portion of the safety feature when the needle is 
retracted therein. In fact, the Balbierz device is one of those that would be inserted following 
guidewire insertion using the Halseth device (col. 9, lines 57-61). As such, the skilled artisan would 
never have considered to modify the Halseth device to incorporate a shape memory polymer of 
Balbierz to make tlie applicant's claimed catheter as a needle guard. To do so would destroy the 
intent of both Halseth *s invention, that being a device for inserting a guidewire into a patient, as well 
as the Balbierz ei al device, that is to be used following guidewire insertion. 

In contrast, the device of the subject invention utilizes a manual retraction system (see. claim 
1 as amended herein; page 6, line 23 of the subject specification) that includes a spring, button, stop, 
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and lock. The spring is connected to die needle and housing. The button, in conjimction with the 
springs controls the movement and position of the needle within the housing, where the spring is 
retained within the catheter and compressed between the housing and needle by means of a 
cantilevered stop positioned to engage the needle. The manually operated button affixed to tlie 
cantilevered stop is used to disengage the stop from the catheter, permitting the spring to uncoil and 
extend the needle from the proximal end of the catlieter. When the needle is to be retracted, the 
button is operated to allow tlie spring bias (uncoiled) to force the needle to be retracted into the 
catheter. 

A finding of obviousness is proper only when the prior art contains a suggestion or teaching 
of the claimed invention. The applicant submits that a fair reading of both tlie Halseth and Balbierz 
et al. references reveals that only devices for inserting a guidewire and devices to be inserted using 
the guidewire are described, where none of the devices include the safety features recited in the 
claims. To modify either the Halsetlt or Balbierz et al devices to include the claimed limitations 
(e. J., manual retraction system comprising tlie button, stop and lock) would render the Halsetli and 
Balbierz et al devices inoperable as intended. As such, optima facie case of obviousness cannot 
properly be made. 

Further, die applicant submits that it is only his own disclosure tliat teaches a dialysis/needle 

catheter system having a manual retraction safety system, and the appJicant*s disclosure cannot be 

used to reconstruct the prior art for a regection under 35 US.C- §103. This was specifically 

recognized by the CCPA in In re Sponnoble, 160 USPQ 237, 243 (1969); 

The Court must be ever alert not to read obviousness into an invention on the basis of 
the applicant's own statements; that is we must review the prior art without reading 
into that art appellant's teachings. In re Murray y 1 12 USPQ 364 (1959); In re Sprock, 
133 USPQ 360 (1962); Tlie issue, then, is whether the teachings of the prior art 
would, in and of themselv^ p and without the benefits of apoellant's disclosure, make 
the invention as a whole, obvious. In reLeonor^ 158 USPQ 20 (1968), (Emphasis in 
original) 

The mere fact that the purported prior art could have been modified or applied in a manner to 
yield applicant's invention would not have made the modification or application obvious unless the 
prior art suggested the desirability of the modification. In re Gordon, 221 USPQ 1 125. 1 127 (Fed. 
Cir. 1 984). Moreover, as expressed by the CAFC. to support a §103 rejection, "[b]oth the suggestion 
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and the expectation of success must be founded in the prior art " /n re Doy\^ Chemical Co., 5 

USPQ2d 1529,1531 (Fed.Cir. 1988). In either the Halsetli or Balbier2fir/^»/. references, one finds 
neither. The applicant respectfully submits that any suggestion to modify the Halseth guidewire 
insertion device or Balbierz et ah shape memory polymer device into the claimed catheter/needle 
system could only be arrived at through hindsight reconstruction, which is improper. Accordingly, 
reconsideration and withdrawal of the rejection under 35 U.S.C. §103(a) is respectfully requested. 

Next, applicant respectfhlly traverses the §103 rejections of claims set forth at pages 4-6 of 
the office action. Each of these rejections is based on Halseth et al (U.S. Patent No. 6,398>743) and 
Balbierz et aL (5,964,744) as the priniaiy references. The deficiencies in Halseth's guidewire 
insertion device and Balbierz' s stents have beeia noted above and are respectflilly reasserted herein. 
As such, the applicant respectfully notes that the teachings of either reference fail to provide proper 
basis for the rejection of the claims as currently presented. 

Witli regard to the rejection of claims 3 and 9-1 1 , Karram et aL (U.S. Patent No. 6,238,383) 
is cited as the secondary reference. Karram et al teaches an apparatus for self catheterization 
comprising a shape memory alloy, Thereisno descriptionwhatsoeverby Karram ^/^/.regacdingthe 
safety features recited in claiin I. Further, there is no description regarding die shapes recited in 
claim 1 . The deficiencies of the Halseth and Balbierz et al references are reasserted here. Thus, the 
deficiencies of Halseth and Balbierz et aL are not cured. 

' With regard to the rejection of claims 12-16, Weikel et aL (U.S. Patent Application 
Pubhcation No. US2002/01 77866) is cited as the secondary reference. The deficiencies of the 
Halseth and Balbierz et aL disclosures have been noted above, and are reasserted here. The Weikel 
ei al reference merely recites various therapeutic agents or bydrophilic coatings. The skilled artisan 
would have had no reason to look to the Weikel et al reference for guidance in developing a 
needle/catheter system wherein the catheter has the configurations and safety featiu'es as currently 
claimed. Thus, the Weikel et aL reference fails to cure any of the shortcomings of Halseth and 
Balbierz et al 

Witli regard to claims 18 and 19» Sharkey et al (U.S. Patent No. 6.261,311) is cited as the 
secondary reference. The deficiencies of the Halseth and Balbierz et al references are reasserted 
here. The Sharkey et al reference teaches a sheath and catheter combination^ where the catheter has 
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visible markings that are detectable tlirough the sheath, which is transparent. The Sharkey et aL 
reference fails to teach a needle/catheter system wherein the catheter has the configurations and 
safety features as currently claimed. Thu&» the skilled artisan would not have found in the Shaikey et 
aL reference any remedy to the defects noted in the Halseth and Balbierz et al references. 

Because the deficiencies of the Halseth and Balbierz et al. refei^nces have not been cured by 
any of the secondary references relied on in the ofQce action, the obvioumess rejections set forth at 
pages 4-6 should be withdrawn. Further, the applicant respectfiiUy submits that any suggestion to a 
catheter/needle system having the sh^e configurations and manual retraction safety feature as 
currently claimed could only be arrived at thitjugh hindsight reconstruction, which is improper. 
Accordingly, reconsideration of the obviousness rejections set forth at pages 4-6 is respectfully 
requested* 
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In view of the foregoing remarks and amendments to the claims, the applicant believes that 
the currently ipending claims are in condition for allowance, and such action is respectfully requested. 

The Commissioner is hereby authorized to charge any fees imder 37 C.F.R* §§ 1.16 or 1.17 as 
required by this paper to Deposit Account 19-0065. 

The applicant invites the Examiner to call the undersigned if clarification is needed on any of 
tliis response, or if the Examiner believes a telephonic interview would expedite tlie prosecution of 
the subject application to completion. 

Respectfully submitted, 


Margaret H. Efron 
Patent Attorney 
Registration No, 47,545 
Phone No.: 352-375-8100 
Fax No.: 352-372-5800 
Address: Saliwanchik, Lloyd & Saliwanchik 
A Professional Association 
P.O. Box 1450 
Gainesville, FL 32614-2950 

MHE/la 
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